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1. In Block 8 of the Cover Page, the text “Electronic File Size: NTE 5 mega-bytes” is
removed.

2. In the table of Contract Line Item Numbers (CLINS) in paragraph B.4, the text in the
Supplies/Services Column for CLIN 0004 is revised to read as follows:

“Feasibility plan to manufacture, formulate, fill, and finish at least 150 million doses
of monovalent influenza vaccine (milestone 4).”

3. After the table of Contract Line Item Numbers (CLINS) in paragraph B4, the
followmg note is added:

“Note. For purposes of this RFP, “United States” and “U.S.” are defined to include
the 50 states, the District of Columbia, and Puerto Rico.”

4. In paragraph C.1, in the fourth paragraph following the heading “Significance and
Objectives,” the fourth sentence is revised to read as follows:

“Portions of the vaccine product development plan may be conducted outside of the
U.S. except pivotal clinical studies, which will be used to support a BLA product

submission.”

5. In the table of Contract Deliverables in paragraph F.3, the text in the Deliverable
Column for Milestone 4 is revised to read as follows:

“FeaSibility plan to manufacture, formulate, fill, and finish at least 150 million doses
of monovalent influenza vaccine.”

6. Section H — Special Contract Requirements, is revised as follows:

The text in paragraph H.15 on Intellectual Property is removed and the heading is revised
to read “Reserved”.

7. In the table of general clauses under Sec. .1, the following clause is added since
funding for this acquisition is not expected until October 1, 2005 at the earliest:

FAR 52.232-18, Apr 1984, Availability of Funds

8. In Section J — List of Attachments, the date following “3. Proposal Intent Response
Sheet (Submit on/before:” is changed from May 9, 2005 to “May 27, 2005”.

9. In Section J — List of Attachments, the first attachment on
Packaging/Delivery/Electronic Submission of the Proposal, is revised as follows:

a. Lines 6 to 9 are revised to read as follows:

“You will submit your proposal in two formats: paper and electronic.
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e “The paper proposal with original signatures is the official, legally binding
copy. There are no acceptable substitutes.

e “The electronic version of the proposal (CD or USB) is for the benefit of
ORDC. The electronic version may or may not be used for review, at the
discretion of ORDC.”

b. The paragraph on Electronic Submission is revised to read as follows: “In addition to
the paper submission, you are requested to submit your proposal on CD or USB.”

c. In the table “Number of Copies”, under the Column “File Size”, the text in the first
three rows is revised to read: “Electronic file size is unlimited; however, all electronic
submissions shall be on a CD or USB.”

d. In the table “Number of Copies”, under the Column “Number of Copies”, the text in
the last line for “Business Proposal” is corrected to read as follows: “Five (5) bound
copies.”

10. In Section J — List of Attachments, the second attachment on How to Prepare and
Submit an Electronic Proposal, is rev1sed as follows:

a. The bheading “Submission of “Proposal Intent Response Sheet” and the paragraph
following the heading are removed. (This change affects orily the instructions about
online proposal transmission. The change does not affect instructions for submitting a
Proposal Intent Response Sheet.)

b. The heading “Log-In / Transmission Instructions” and the paragraphs following the
heading are removed.

11. In Section J — List of Attachments, Instruction 5 in the attachment “Breakdown of
Proposed Estimated Cost (Plus Fee) and Labor Hours” is revised to read as follows:

“Offerors may use either the spreadsheet on page 38 (in PDF) or an Excel
spreadsheet that uses similar columns and rows.”

12. Section L — Instructions, Condiﬁons, and Notices to Offerors, is revised as follows:

a. Under Item 23, Technical Proposal Instructions, the last sentence of the last paragraph
is revised to read as follows:

“The technical proposal, (excluding the section entitled past performance) should
not exceed to 40 single spaced, single sided, 8 1/2 by 11 inch pages of 10 or 12- pltch

type, excludlng appendices and resumes of key personnel.”

b. In Item 26, the reference to Section B.3 is corrected to read “Section B.4”.
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13. Section M — Evaluation Factors for Award, is revised as follows:

a. In Section M, Evaluation Factors for Award, under paragraph 1, General, the last
paragraph and the heading “Intellectual Property” are removed.

b. The next to last paragraph under paragraph M.1, Mandatory Criteria for Eligibility, is
revised to read as follows:

“The Offeror’s proposal must indicate that the Offeror will submit by no later than
six (6) months after contract award an IND, if not filed already, with the FDA for
the clinical development program and Phase I clinical safety and immunogenicity
testing of the Offeror’s cell- or recombinant-based influenza vaccine candidates. .If
the IND has been filed, the proposal must provide documentation regarding the
filing.”

c. In paragraph M.2, under subparagraph 1, Methodology and Approach, the following
subparagraph is added:

“G. The proposal must describe the extent to which the Offeror has unencumbered
access to intellectual property necessary to fulfill its obligations under the contract.
The U.S. Government expects and intends to require that the Offeror will take all
steps necessary to secure access to all intellectual property, know-how and tangible
materials. Accordingly, the U.S. Government requires written evidence of the
extent to which the Offeror has secured access to such intellectual property, know-
how and tangible materials to suitable cell culture and/or recombinant DNA
technology unencumbered by legal or patent constraint.”

d. In paragraph M.3., Past Performance Information, the first sentence of subparagraph 2
is revised to read as follows:

“The offeror shall provide a list of the last three (3) contracts completed during the
past three years and the last (3) contracts awarded currently in process that are
similar in nature to the solicitation work scope.”



